6V 
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CLAIMS: 

A purified multimeric polypeptide antigen (MP A) comprising at least one 
EU250 polypeptide (SEQ ID NO:3) and at least one polypeptide selected from the 
group consisting of a BU101 polypeptide (SEQ ID NO:2) and a TU104 
polypeptide (SEQ ID NO: 10). 



The antigen of claim 1 wherein said antigen further comprises at least one 
unknown polypeptide. 



3. 



4. 
(c) 




6. 



The antigen of claim 1 wherein said antigen has a molecular weight of about 20 to 
70 kilodaltons. 

The antigen of claim 3 wherein said antigen has an isoelectric point of about 
less than 8. 

The antigen of claims 1 or 2 wherein said at least one BUK 
contains a polym^rphism-at-arnrno acid position number 53 selected from the 
group consisting of proline and leucine. 

The antigen of claims 1 or 2 wherein said at least one EU250 polypeptide and said 
at least one polypeptide selected from the group consisting of a BUI 01 
polypeptide and a TU104 polypeptide are covalently linked by disulfide bonds. 



7. 



The antigen of claim 2 
20% identity with an 
SEQJD~NOT3; 




unknown pnlyppptiilp lUis nt len^t 
selected from the group consisting of 
NO: 10, and fragments thereof. 



An antibody which specifically binds to at least one epitope of said antigen of 
claimsT^T^-whgi^in said epitope as derived from an amino acid sequence having 
at least 20% identity to ananitne-iBidsequence selected from the group consisting 
of SEQ ID NO:3, SEQ ID NO:2^EQ IDNDrtO^nd fragments thereof. 
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The antibody of claim 8, wherein said antibody is monoclonal or polyclonal. 

10. \ A method of detecting the presence of a multimeric polypeptide antigen 
(MP A) In a test sample suspected of containing said MPA, wherein said MP A 
comprisesSat least one EU250 polypeptide and at least one polypeptide selected from 
the group consisting of a BUI 01 polypeptide and a TU104 polypeptide, said method 
comprising theysteps of: 

(a) contacting said test sample with at least one antibody specific for at 
least one epitope of said MPA for a time and under conditions 
sufficient to allow the formation of antigen/antibody complexes; and 

(b) detecting said complexes, wherein presence of said complexes 
indicates presence of said IS^P^ in said test sample. 



1 1 . The method of claim 10 wherein said MPA further comprises at least one 

polypeptide selected from t^e/^roup consisting of a TU104 polypeptide and a 



polypeptide having at leas 
from the group consisting 
and fragments thereof. 



2&^o identity with an amino acid sequence elected 
of SBO II^NO:3 ? SEQ ID NO:2, SEQ ID NO: 10, 



v 



12. The method of claims 10 or 1 1 wherein said at least one antibody is generated 
against a MPA, wherein said MPA is produced by a host cell transfected with 
a vector comprising a construct comprising at least one nucleotide sequence 
encoding at least one EU250 polypeptide and at least one nucleotide sequence 
encoding at least one polypeptide selected from the group consisting of a 
BUI 01 polypeptide and a TU104 polypeptide. 



13. The method of claims 10 or 1 1, wherein said at least one antibody is generated 
against a MPA, wherein said MPA is produced by artost cell comprising two 
vectors wherein one of said vectors comprises a construct comprising at least 
one nucleotide sequence encoding at least one EU250 polypeptide and 
wherein the other of said two vectors comprises a construct comprising at least 
one nucleotide sequence encoding at least one polypeptid^ selected from the 
group consisting of a BUI 01 polypeptide and a TU104 polypeptide. 
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A method of detecting the presence of antibody specific for a multimeric 
polypeptide antigen (MPA), in a test sample suspected of containing said 
i antibody, wherein said MPA comprises at least one EU250 polypeptide and at 
Ifeast one polypeptide selected from the group consisting of a BUI 01 
polypeptide and a TU104 polypeptide, said method comprising the steps of: 

(a) (contacting said test sample with a multimeric polypeptide antigen 
(MPA) comprising at least one epitope derived from an amino acid 
sequence or fragment thereof having at least 20% identity to an amino 
acid sequence selected from the group consisting of SEQ ID NO:3, 
SEQ ID NO:2, SEQ ID NO: 10, and fragments thereof, for a time and 
under conditions sufficient to allow the formation of 
antibody/multimeric polypeptide antigen complexes; and 

(b) detecting said complexes, wherein presence of said complexes 
indicates presence of said antibody in said test sample. 

The method of claim 1 4 wherei&s^M-mialtimeric polypeptide antigen further 
comprises at least one polypeptideMaaving ant least 20% identity with an amino 
acid sequence selected from me^roup consisting of SEQ ID NO:3, SEQ ID 
NO:2, SEQ ID NO: 10, and f^m^fs^ereof. 

The method of claims 14 or 15 wherein said MPA of step (a) is 
produced by a host cell transfected with a vector comprising a construct 
comprising at least one nucleotide sequence encoding at least one EU250 
polypeptide and at least one nucleotide sequence^encoding at least one 
polypeptide selected from the group consisting ofa^BUlOl polypeptide and a 
TU 1 04 polypeptide. 



The method of claims 14 or 15, wherein said MPA of step (a) is produced by a 
host cell comprising two vectors wherein one of said vectors comprises a 
construct comprising at least one nucleotide sequence encoding at least one 
EU250 polypeptide and wherein the other of said two vectors comprises a 
construct comprising at least one nucleotide sequence encoding at least one 
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polypeptide selected from the group consisting of a BUI 01 polypeptide and a 
1104 polypeptide. 

The method of claims 14 or 15, wherein said multimeric polypeptide antigen 
is attached to a solid phase. 

A methocftof detecting the presence of a multimeric polypeptide antigen 
(MPA) in a test sample suspected of containing said MP A, wherein said MPA 
comprises at least one EU250 polypeptide and at least one polypeptide selected 
from the group consisting of a BU101 polypeptide and a TU104 polypeptide, said 
method comprising the steps of: 



(a) contactingNsaid test sample with at least one antibody specific for at 
least one epitope of said MPA for a time and under conditions 
sufficient to allow the f&rmation of MP A/antibody complexes; 

(b) adding a conjugate to ysaid resulting MP A/antibody complexes for a 
time and under c^d^fions sufficient to allow said conjugate to bind to 
said bound anti^e^wherein\aid conjugate comprises an antibody 
attached to a signal generating compound capable of generating a 
detectable signal" 



(c) detecting thv 



£nal; and^ 

typr^s^nce of^aid MPA which may be present in said test 
sample by detecting the signal generated by said signal generating 
compound. 



The method of claim 1 9 wherein said multimeric peptide antigen further 
comprises at least one polypeptide having at least 20% identity with an amino 
acid sequence selected from the group consisting of SEQ ID NO:3, SEQ ID 
NO:2, SEQ ID NO: 10, and fragments thereof 



The method of claims 19 or 20 wherein said antibody of step (a) is generated 
against a MPA, wherein said MPA is produced by eNiost cell transfected with 
a vector comprising a construct comprising at least one nucleotide sequence 
encoding at least one EU250 polypeptide and at least or^e nucleotide sequence 
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'Encoding at least one polypeptide selected from the group consisting of a 
By 101 polypeptide and a TU104 polypeptide. 

The method of claims 19 or 20, wherein said at least one epitope of step (a) is 
derivecKfrom a MPA, wherein said MPA is produced by a host cell comprising 
two vectors wherein one of said vectors comprises a construct comprising at 
least one nucleotide sequence encoding at least one EU250 polypeptide and 
wherein the Vther of said two vectors comprises a construct comprising at least 
one nucleotideysequence encoding at least one polypeptide selected from the 
group consistingyof a BUI 01 polypeptide and a TU104 polypeptide. 

A method of detecting the presence of a multimeric polypeptide antigen 
(MPA) in a test sample suspected of containing said MPA, wherein said MPA 
comprises at least one^EU250 polypeptide and at least one polypeptide 
selected from the group Vonsistingo^ a BUI 01 polypeptide and a TU104 
polypeptide, said method \&mjmsj<ng the steps of: 

(a) contacting said test sajw*Rrwkh at least one antibody specific for at least 
one epitope of said MFA fcf^time and under conditions sufficient to 
allow the formation^fMP A/antibody complexes; 

(b) adding a conjugate to said resulting MP A/antibody complexes for a time 
and under conditions sufficient to\allow said conjugate to bind to said 
bound antigen, wherein said conjugate comprises a steroid or antibody, 
attached to a signal generating compound capable of generating a 
detectable signal; and \ 

(c) detecting the presence of said MPA whicK may be present in said test 
sample by detecting the signal generated by\said signal generating 
compound. \ 

The method of claim 23 wherein said multimeric peptide antigen further 
comprises at least one polypeptide having at least 20% identity with an amino 
acid sequence selected from the group consisting of SEQ ID NO:3, SEQ ID 
NO:2, SEQ ID NO:10, and fragments thereof \ 
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15. The method of claims 23 or 24 wherein said steroid is selected from the group 
consisting of progesterone, aldosterone, androstenedione, corticosterone, 
Cortisol, dehydroepiandrosterone, dihydrotestosterone, estradiol, estriol, 
sstrone, hydroxyprogesterone, and testosterone. 

26. . The\method of claims 23 or 24 wherein said antibody of step (a) is generated 
against a MPA, wherein said MPA is produced by a host cell transfected with 
a vectoncomprising a construct comprising at least one nucleotide sequence 
encoding at least one EU250 polypeptide and at least one nucleotide sequence 
encoding at least one polypeptide selected from the group consisting of a 
BUI 01 polypeptide and a TU104 polypeptide. 



□ 



\ y 



27. A method of detecting the presence of antibody specific for a multimeric 
polypeptide antigen (MPA) in a test sample swspected of containing said 
antibody, wherein said MI^A comprises^4east one EU250 polypeptide and at 
least one polypeptide selected from ther grdup consisting of a BUI 01 



polypeptide and a TU 1 04 polypeptk 



xethod comprising the steps of: 



(a) contacting said test sample yfc&i at least one MPA epitope derived from 
an amino acid sequencer fragment thereof having at least 20% 
identity to an amino acid sequence selected from the group consisting 
of SEQ ID NO:3, SEQ ID NO:2, SEQSID NO: 10, and fragments 
thereof, for a time and under conditions sufficient to allow the 
formation of MP A/antibody complexes; 

(b) adding a conjugate to said resulting MP A/antibody complexes for a 
time and under conditions sufficient to allow said conjugate to bind to 
said bound antibody, wherein said conjugate comprises 1) an antibody, 
which binds with said antibody in said test sample, attached to 2) a 
signal generating compound capable of generating a detectable signal; 
and 

(c) detecting the presence of said antibody which may be present in said 
test sample by detecting the signal generated by said signa\generating 
compound. 
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The method of claim 27 wherein said multimeric polypeptide antigen 
further comprises at least one polypeptide having at least 20% identity with an 
amino acid sequence elected from the group consisting of SEQ ID NO:3, SEQ 
ID NO:2, SEQ ID NO: 10, and fragments thereof. 

29. Tlae method of claims 27 or 28 wherein said at least one MPA epitope of step 
(a) \s derived from a MPA, wherein said MPA is produced by a host cell 
transacted with a vector comprising a construct comprising at least one 
nucleotide sequence encoding at least one EU250 polypeptide and at least one 
nucleotide^ sequence encoding at least one polypeptide selected from the group 
consisting df a BUI 01 polypeptide and a TU104 polypeptide. 



30. The method ofVaims 27 or ^herein said at least one epitope of step (a) is 
derived from a M'PA, wftef ein^aid MPA is produced by a host cell comprising 
two vectors whereih o^^^tsard^ectors comprises a construct comprising at 
least one nucleotide ^Squence encoding at least one EU250 polypeptide and 
wherein the other Q#said tyro vectors comprises a construct comprising at least 
one nucleotide se(#ien2€ x encoding at least one polypeptide selected from the 
group consisting^fa BU101 polypeptide and a TU104 polypeptide. 



3 1 . An assay kit for determining the presence of antibody specific for a multimeric 
polypeptide antigen (MPA) in aStest sample suspected of containing said 
antibody, said assay kit comprising a container containing a MPA, wherein 
said MPA comprises an epitope having at least 20% identity with an amino 
acid sequence selected from the group^sonsisting of SEQ ID NO: 3, SEQ ID 
NO:2, SEQ ID NO: 10, and fragments thereof. 



32. The assay kit of claim 31, wherein said antigen in said container is attached 
to a solid phase. 



33. The assay kit of claim 31, wherein said assay kit further comprises at least one 
member selected from the group consisting of a reducing agent and a detergent. 
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An assay kit for determining the presence of a multimeric polypeptide 
antigen (MP A), in a test sample suspected of containing said antigen, 
comprising a container containing an antibody which specifically binds 
to a MPA comprising at least one epitope having an amino acid sequence 
laving at least 20% identity with an amino acid sequence selected from the 
gWmp consisting of SEQ ID NO:3, SEQ ID NO:2, SEQ ID NO:10, and 
fragments thereof. 

35. The asslay kit of claim 34, wherein said assay kit further comprises at least one 
member selected from the group consisting of a reducing agent and a 
detergent. 



•sttS 

v^-i 



36. The assay kit orclaim 34, wherein said antibody is generated against a MPA, 
wherein said MPA\is produced by a host cell transfected with a vector 
comprising a construe! comprising at least one nucleotide sequence encoding 
at least one EU250 polypeptide ancLm Least one nucleotide sequence encoding 
at least one polypeptide selected^frcjm the group consisting of a BUI 01 
polypeptide and a TU104 pc 



37. The assay kit of claim 34Jwherpmsaid at least one antibody is generated 

against a MPA, wherein said MPA is produced by a host cell comprising two 
vectors wherein one of said vectors comprises a construct comprising at least 
one nucleotide sequence encoding at leakt one EU250 polypeptide and 
wherein the other of said two vectors comprises a construct comprising at least 
one nucleotide sequence encoding at least onfe polypeptide selected from the 
group consisting of a BU101 polypeptide and avTU104 polypeptide. 



38. A method for producing antibodies which specifically bind to a multimeric 
polypeptide antigen (MPA), comprising administering to an individual an 
isolated immunogenic polypeptide or fragment thereomn an amount sufficient 
to elicit an immune response, wherein said immunogenic, polypeptide or 
fragment thereof comprises at least one MPA epitope having at least 20% 
identity to an amino acid sequence selected from the group\onsisting of SEQ 
ID NO:3, SEQ ID NO:2, SEQ ID NO: 10, and fragments thereof. 
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A composition of matter comprising a multimeric polypeptide antigen, 
wherein said antigen comprises at least one EU250 polypeptide and at least 
one polypeptide selected from the group consisting of a BUI 01 polypeptide 
and a TU104 polypeptide. 




Thenrempositioirefm said antige n further 

comprises at least one polypeptide 
&cicLs©€j«enee-si 



east 20% identity with an amino 
the_g c6up^consisting of SEP ID NO:3. SEQJ D 



^TSEQ ID NO: 10, and fragments thereof 



The composition of matter of claims 39 or 40 wherein composition further 
comprises at least one antibody, bound to said multimeric polypeptide ajaftigen, 
wherein said antibody is specific to at least one polypeptide selected flrom the 
group consisting of a EU250 polypeptide, a BU101 polypeptide, g/TU104 
polypeptide, a polypeptide having at least 20% identity with ar/amino acid 
sequence selected from the group consisting of SEQ ID NQ^3, SEQ ID NO:2, 
SEQ ID NO: 10, and fragments thereof. 

The composition of matter of claim 41 wherein two antibodies are present and 
each binds to a separate polypeptide having an amino acid sequence having at 
least 20% identity with an amino acid seq*(ence selected from the group 
consisting of SEQ ID NO:3, SEQ ID jtf6:2, SEQ ID NO: 10, and fragments 
thereof. 

The composition of matter^F claim 42 wherein each of said two 
antibodies binds to a EU250 polypeptide or a fragment thereof. 

The composition/of matter of claim 42 wherein each of said two antibodies 
binds to a polypeptide selected from the group consisting of a BUI 01 
polypeptide, a TU104 polypeptide, and fragments thereof. 



Thexomposition of matter of claim 42 wherein one of said two antibodies 
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binds to a EU250 polypeptide or a fragment thereof and the other^f said two 
antibodies binds to a polypeptide selected from the group cop^lstingr^a 
BUI 01 polypeptide, a TU104 polypeptide, and fragment^thereof 

46. The composition of matter of claim 42 whereinxme of said two 

antibodies binds to a EU250 polypeptide oTTragment thereof and the other of 
said two antibodies binds to a polypeptide having an amino acid sequence 
having at least 20% identity within amino acid sequence selected from the 
group consisting of SEQ IDJ>JO:3, SEQ ID NO:2, SEQ ID NO: 10, and 
fragments thereof 



47. The composition^ matter of claim 42 wherein one of said two antibodies 
binds to a polypeptide selected from the group consisting of a BUI 01 
polypeptide; a TU104 polypeptide, and fragments thereof, and the other of 
said two/^itibodies binds to a polypeptide having an amino acid sequence 
having at least 20% identity with an amino acid sequence selected from the 
^group consisting of SEQ ID NO:3, SEQ ID NO:2, SEQ ID NO: 10 and 



48. ^ method of detecting uterine cancer in a patient suspected of having 
uterine cancer comprising the steps of: 

(a) ^administering to said patient a labelled antibody specific to a 
mbltimeric protein antigen (MPA), wherein said MPA 
comprises at least one EU250 polypeptide and at least one 
polypepticfesselected pom me group consisting of a BUI 01 
polypeptide anava^rU HK polypeptide; and 

(b) localizing preseH^rw^id label, presence of said label 
indicating presence of NtPA and uterine cancer in said patient. 



49. The method of claim 48, wherein said MPA fuNher comprises at least one 
polypeptide having at least 20% identity with an ataiino acid sequence 
selected from the group consisting of SEQ ID NO:3, S^Q ID NO:2, SEQ ID 
NO: 10, and fragments thereof. 
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50\ The method of claims 48 or 49, wherein said antibody of step (a) is generated 
against a MPA, wherein said MPA is produced by a host cell transfected with 
\a vector comprising a construct comprising at least one nucleotide sequence 
encoding at least one EU250 polypeptide and at least one nucleotide sequence 
encoding at least one polypeptide selected from the group consisting of a 
BUI 611 polypeptide and a TU104 polypeptide. 



lit 



51. The method of claims 48 or 49, wherein said antibody of step (a) is generated 
against a MPA, wherein said MPA is produced by a host cell comprising two 
vectors whereirkone of said vectors comprises a construct comprising at least 
one nucleotide sequence encoding at least one EU250 polypeptide and 
wherein the other or^said two vectors comprises a construct comprising at least 
one nucleotide sequence encoding atleast one polyeptide selected from the 
group consisting of a BUI 01 polypeptide and a TU104 polypeptide. 

52. A method of treating breast/fc^fccer in a^atient comprising administering to 
said patient an antibody sp^ificwlf multimeric polypeptide antigen (MPA), 
said MPA comprising at/L£asf one I£U250 polypeptide and at least one 
polypeptide selected from the group consisting of a BUI 01 polypeptide and a 
TU104 polypeptide. 



53. The method of claim 52 wherein said multimeric polypeptide antigen further 
comprises at least one polypeptide having at least 20% identity with an amino 
acid sequence selected from the group consisting^of SEQ ID NO:3, SEQ ID 
NO:2, SEQ ID NO: 10, and fragments thereof. 



54. The method of claims 52 or 53 wherein said antibody is generated 

against a MPA, wherein said MPA is produced by a host cell transfected with 
a vector comprising a construct comprising at least one nucleotide sequence 
encoding at least one EU250 polypeptide and at least one nucleotide sequence 
encoding at least one polypeptide selected from the group consisting of a 
BUI 01 polypeptide and a TU104 polypeptide. 
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The method of claims 52 or 53, wherein said antibody is generated against a 
MP A, wherein said MPA is produced by a host cell comprising two vectors 
, wherein one of said vectors comprises a construct comprising at least one 
nucleotide sequence encoding at least one EU250 polypeptide and wherein the 
other of said two vectors comprises a construct comprising at least one 
nucleotide sequence encoding at least one polypeptide selected from the group 
consisting, of a BUI 01 polypeptide and a TU104 polypeptide. 

A method of diagnosing uterine cancer in a patient suspecting of having uterine 
cancer comprising the steps of: 

a) preparing a tissue section or cell culture derived from a tumor 
excised from said patient; 

b) exposing said tissue section or cell culture to an antibody specific 
for at least out polypeptide of a multimeric polypeptide antigen 
(MPA) for a time and utfaer conditions sufficient to allow 
formation of an^iapi/antibody complexes, said polypeptide 
selected from/thef grotto consisting of: a EU250 polypeptide, a 
BUI 01 polweptide^TU104 polypeptide, a polypeptide having at 
least 20% menmy witlran amino acid sequence selected from the 
group consisting of SEQfD NO:3, SEQ ID NO:4, SEQ ID NO: 10, 
and fragments thereof; \ 

c) localizing presence of said complexes in said tissue section or cell 
culture, presence of said complexes indicating presence of MPA 
and uterine cancer in said patient.X 

The method of claim 56 wherein said antibody is generated 
against a MPA, wherein said MPA is produced by aVhost cell transfected with 
a vector comprising a construct comprising at least one nucleotide sequence 
encoding at least one EU250 polypeptide and at least one nucleotide sequence 
encoding at least one polypeptide selected from the group consisting of a 
BUI 01 polypeptide and a TU104 polypeptide. 
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The method of claim 56, wherein said antibody is generated against a MPA, 
wherein said MPA is produced by a host cell comprising two vectors wherein 
Sone of said vectors comprises a construct comprising at least one nucleotide 
sequence encoding at least one EU250 polypeptide and wherein the other of 
saidStwo vectors comprises a construct comprising at least one nucleotide 
sequence encoding at least one polypeptide selected from the group consisting 
of a BUP01 polypeptide and a TU104 polypeptide. 

59. A method oftiiagnosing uterine cancer in a patient suspected of having 
uterine cancer comprising the steps of detecting the presence or absence of at 
least one polypeptide of a multimeric polypeptide antigen (MPA), said 
polypeptide selected the group consisting of a EU250 polypeptide, a 
BUI 01 polypeptide, a T^J104 polypeptide and a polypeptide having at least 
20% identity with an amino acid sequeiice selected from the group consisting 
of SEQ ID NO:3, SEQ IdV):2, StoWnO: 10, and fragments thereof, in a 
biological sample from said ]^ie/t£|*reSerr^ of said at least one polypeptide 
indicating presence of MPA anduflerine canper in said patient. 

60. The method of claim 59, whgfein^id biological sample is selected 
from the group consisting of tissue, urine, bone marrow and blood. 

61 . A method of diagnosing uterine cancer in Vpatient suspected of having 
uterine cancer comprising the steps of detecting the presence or absence of 
extracellular BUI 01 in said patient, presence oi\extracellular BUI 01 
indicating breast cancer in said patient and transport of BUI 01 outside cells 
via EU250 in a multimeric polypeptide antigen (MPA), said MPA comprising 
at least one EU250 polypeptide and at least one BUlOi polypeptide. 



62. The method of claim 61 wherein said multimeric polypeptide antigen 

further comprises at least one polypeptide selected from the^roup consisting 
of a TU104 polypeptide and a polypeptide having at least 20^ identity with an 
amino acid sequence selected from the group consisting of SEQ ID NO:3, 



SEQ ID NO:2, SEQ ID NO: 10, and fragments thereof. 



\ 
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A method of detecting uterine cancer in a patient suspected of having 
uterine cancer comprising the steps of: 

(a) obtaining a biological sample from said patient; 

(b) measuring the amount of free EU250 polypeptide in said 
biological sample; 

v (c) measuring the amount of EU250 polypeptide, present in said 
biological sample, complexed to at least one polypeptide 
selected from the group consisting of a BUI 01 polypeptide and 
a TU 1 04 polypeptide ; 
(d) \omparing the ratio of free EU250 polypeptide to complexed 

EW250 polypeptide, a ratio higher than 1 indicating presence of 
uterme cancer in said patient. 

A method of detecting uterine cancer irLa patient suspecting of 
having uterine cancer comprising the steps of: 



(a) 
(b) 



(c) 



obtaining a biolxs^pcS^mple from said patient; 



(d) 



measuring the 



ant of a free polypeptide selected from the 



group conpi^Emg of cNBUlOl polypeptide and a TU104 
polypeptide in said biological sample; 

measuring the amount of a polypeptide selected from the group 
consisting of a BUI 01 polypeptide and a TU104 polypeptide, 
present in said biological sample, wherein said polypeptide is 
the same as said free polypeptide of step (b), complexed to 
EU250 polypeptide; \ 

comparing the ratio of said free polypeptide to complexed 
polypeptide, a ratio higher than 1 indicating presence of uterine 
cancer in said patient. 



A method for enhancing recognition of MP A, in an immunoassay for MPA, 
comprising exposing said MPA to at least one member selected from the group 
consisting of a reducing agent and a detergent, prior to contacting said MPA 
with an antibody or chemical compound. 



\ 
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The method of claim 65 further comprising the step of exposing said MPA 
to heat. 

method for dissociating MPA comprising exposing said MPA to at least one 
mber selected from the group consisting of a reducing agent and a 



The metftod of claim 67 further comprising the step of exposing said MPA 
to heat. \ 

A diagnostic reagent produced by an MB8 cell or a host cell transfected with 
a vector comprising a construct comprising at least one nucleotide sequence 
which encodes at least one EU25Q polypeptide and at least one nucleotide 
sequence which encoafes at least one polypeptide selected from the group 
consisting of a BUI 01 pmvpepUae and a TU104 polypeptide. 

A diagnostic reagent produced by a host cell transfected with two vectors 
wherein one of said twop^cto^cprfiprises a construct comprising at least one 
nucleotide sequence whyelxj&rr^oaes at least one EU250 polypeptide and 
wherein the other of said two vectors comprises a construct comprising at least 
one nucleotide sequence which encodes at least one polypeptide selected from 
the group consisting of a BUI 01 polypeptide and a TU104 polypeptide. 

A method for detecting the presence of a multimeric polypeptide antigen 
(MPA) in a test sample suspected of containing said MPA, wherein said MPA 
comprises at least one EU250 polypeptide and at lfeast one polypeptide selected 
from the group consisting of a BU101 polypeptide and a TU104 polypeptide, 
said method comprising the steps of: \ 

(a) contacting said test sample with a labelled antigenselected from the 
group consisting of a MPA, a polypeptide of MPA, a fragment of MPA 



ent. 



and a fragment of a polypeptide of MPA; 
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(p) contacting said test sample and labelled antigen of step (a) with an anti- 
MPA antibody for a time and under conditions sufficient to allow for the 
formation of MP A/ant i- MP A complexes; and 
(c) detecting the presence of MPA which may be present in said test sample 
by ^detecting a signal generated by said labelled antigen. 

72. A method fW detecting the presence of a multimeric polypeptide antigen 

(MPA) in a test sample suspected of containing said MPA, wherein said MPA 
comprises at least one EU250 polypeptide and at least one polypeptide 
selected from the\roup consisting of a BUI 01 polypeptide and a TU104 
polypeptide, said mbthod comprising the steps of: 



(a) contacting said 
MPA for a time 
MP A/labelled anti 

(b) contacting said c 
group consistin 
MPA and a fr; 



st samg}6 with a labelled antibody which binds to 
nditions sufficient for the formation of 
fcmplexes; 

p (a) with an antigen selected from the 
A, a polypeptide of MPA, a fragment of a 
t of a polypeptide of a MPA for a time and under 



conditions sufficient for the formation of antigen/labelled antibody 
complexes; and 

(c) detecting the presence of a signaKgenerated by said labelled antibody, 
wherein said signal is indicative oi\the presence of MPA in said test 
sample. 



73. A method for detecting the presence of a multimeric polypeptide antigen 

(MPA) in a test sample suspected of containing saicKjVIPA, wherein said MPA 
comprises at least one EU250 polypeptide and at leastY>ne polypeptide 
selected from the group consisting of a BUI 01 polypeptide and a TU104 



polypeptide, said method comprising the steps of: 
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((a^ contacting said test sample with a labelled steroid which binds to MPA 
\for a time and under conditions sufficient for the formation of 
IP A/labelled steroid complexes; 

(b) contacting said MP A/labelled steroid complexes of step (a) with an 
antigen selected from the group consisting of a MPA, a polypeptide of a 
MFA, a fragment of a MPA, and a fragment of a polypeptide of a MPA, 
for avtime and under conditions sufficient to allow for the formation of 
antigon/labelled steroid complexes; 

(c) detecting the presence of MPA which may be present in said test sample 
by detecting a signal generated by said labelled steroid. 

A method for detecting the presence of a multimeric polypeptide antigen 
(MPA) in a test sample suspected of containing said MPA, wherein said MPA 
comprises at least one EU250 polypeptide and at least one polypeptide 
selected from the groWp consisting of a BUI 01 polypeptide and a TU104 
polypeptide, said method Comprising the steps of: 



(a) contacting said teat sample witji a steroid for a time and under conditions 
sufficient to allow for tire formation of MP A/steroid complexes; 

(b) adding a conjugate to^aidyresulting MP A/steroid complexes for a time and 
under conditiool^ufficient to allow said conjugate to bind to said bound 
MPA, wherein said conjugateScomprises an antibody attached to a signal 
generating compound capable of generating a detectable signal; and 

(c) detecting the presence of said MPA which may be present in said test 
sample by detecting the signal genel^ted by said signal generating 
compound. 

The method of claims 10, 19, 23, 71 or 74 wherein said test sample is exposed 
to at least one member selected from the groupvconsisting of a reducing agent 
and a detergent, prior to contacting said sample fyith an antibody or a chemical 
compound. 



A method for detecting the presence of antibody specific for a multimeric 



polypeptide antigen (MP A) in a test sample suspected of containing said 
antibody, said method comprising the steps of: 

(a) contacting said test sample with an anti-antibody for a time and under 
conditions sufficient to allow for the formation of antibody/anti-antibody 
complexes; 

(b) adding a conjugate to said resulting antibody/anti-antibody for a time and 
under conditions sufficient to allow said conjugate to bind to said bound 
antibodA wherein said conjugate comprises MP A attached to a signal 
generatingVompound capable of generating a detectable signal; and 

(c) detecting the\presence of said antibody which may be present in said test 
sample by detecting the signal generated by said signal generating 
compound. \ 

A method for detecting the presem;e/6f an antibody specific for a MPA in a 
test sample suspected of coma^nimg-said^antibody, said method comprising the 
steps of: f\J J 

(a) contacting said test samgj^WTm a labelled antigen selected from the group 
consisting of a MPA,ya polypeptide of a MPA, a fragment of a MPA, and a 
fragment of a polypeptide of a MPA, for a time and under conditions 
sufficient to allow for the formation\)f antibody /labelled antigen 
complexes; \ 

(b) contacting said resulting complexes of srep (a) with an antibody which 
binds to MPA, for a time and under conditions sufficient to allow 
unbound, labelled antigen to bind to said antibody which binds to MPA; 
and \ 

(c) detecting the presence of said antibody which may be present in said test 
sample by detecting the signal generated by said labelled antigen . 

A method of detecting the presence of an antibody specmc for a multimeric 
polypeptide antigen (MPA) in a test sample suspected of containing said 
antibody, wherein said MPA comprises at least one EU250poIypeptide and at 
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least one polypeptide selected from the group consisting of a BUI 01 
polypeptide and a TU104 polypeptide, said method comprising the steps of: 



(a) contacting said test sample with a MPA complexed with a steroid, for a time 
and under conditions sufficient to allow for formation of 
antibody/MP Asteroid 

(b) adding a conjugateHP said residing ajatibody /MP A/steroid complexes for a 
time and under conditibns sufiici^ijUo allow said conjugate to bind to bound 
antibody, wherein said cofufefj&te copaprises an antibody, reactive with said 
antibody in said test sample, atra^ied to a signal generating compound capable 
of generating a detec 

(c) detecting the presence of said antibody winch may be present in said test 
sample by detecting the signal generated by said signal generating compound. 



